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Date: November 17, 2015

To: William Yates, Contracting Officer

From: Bryan Lobar, Task Order COR Nominee

Vehicle: EP-C-14-005, Task Order 10: Future Biotechnology Products and Opportunities to Enhance
Capabilities of the Biotechnology Regulatory System

Subject:Revision to Proposal No. 1000288: Divide Task Order into Phases to Expedite Priority Action

It is proposed to divide the current NAS workplan into two phases or periods of performance.

It is in the agency’s and the government’s interest to start Phase 1 of the NAS work as soon as possible.

This Task Order is being funded in three equal parts by EPA, FDA and USDA through two related IAs.

Awaiting award of the Task until FDA and USDA IAs funds transfer are complete and subsequent delay of

the Final Report could make it difficult incorporate NAS recommendations into the pending Federal
Biotechnology Regulatory Framework revisions, undermining the primary purpose of this NAS Task.

The first phase will being as soon as EPA funds are obligated. The second will use FDA and USDA funds
and complete remaining deliverables. EPA funds are available as soon as the phase | workplan has been
defined. USDA and FDA funds will be forthcoming and available prior to the beginning of Phase 2 work.

The following outline is proposed for dividing the current NAS workplan into a two phase work plan,
each of with a set of unique deliverables:

Phase 1 (to be paid immediately from EPA appropriations and not to exceed approximately 1/3
of total project costs):
Tasks
=  Establishing the 14 member committee
= |nitiation of the research
= Hold first 1 or 2 of the 5 proposed meetings, as budget allows
Deliverables
= Draft research problem statement document to include an inventory which
countries, agencies, states, etc. have regulatory systems to be examined in later
stages of research and/or other sources as appropriate.
= Documentation for Each Meeting
=  Phase 1 Wrap-Up Report to include:
0 Updated Research Plan
0 Detailed plan for remaining 3 meetings
0 Refined specifications for further deliverables to be provided in Phase 2
Phase 2 (remaining costs with receipt of 2/3 of funds from USDA and FDA):
Tasks
= Host the remaining of the 3-4 Meetings
= Facilitate and Edit Research and Findings and Recommendations final reports
Deliverables
= Research Report
=  Findings and Recommendations Report
= Meeting Documentation and any original deliverables not covered under Phase 1

Please advise on the next steps to implement this approach or forward to NAS as appropriate. If you
have any questions please contact Bryan Lobar at 564-7378.



